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Division of Dockets Management 
Food and Drug Administration 
5630 Fishers Lane 
Koom 1061 
Rockville, MD 20852 FAX: 301~827.6870 

Re: Rocket Nos. 1994P-0390 and f 995P-0241 

Dear Sir or Madam: 

In rbe May 4,200O Federal Rqgister (69 FR 24541) the Food and Drug Administration 
published a proposed rule; reopening of the comment period regarding several aspects of 
health claims and nutrient content claims in food labeling. Specifically, the FDA 
solicited comments in the following areas: (1) levels of qualifying nutrients in a producr 
for ehgihility to use a health claim on the labeling; (2) levels of disqualifying nutrients in 
a product for eligibility to use a health claim on the IabeIing; (3) use of “may” in health 
claims; (4) use of sylronyms in nutrient content claims; and (5) use of abbreviated health 
claims. 

Phsrmavite hereby submits its comments on one or more of the above areas of interest. 
Pharmavite is a major manufacturer and distributor of dietary supplements in the United 
States. 

With regard to zxeas (1) and (2), these areas are rarely of concern for dietary supplement 
products,. For health claims &at are limited to a single nutrient, such as 
calcium/osteoporosis, it is appropriate that there be minimum levels of the subject 
nutrient in the product in order to for the claim to have utiliry and meaning for the 
conSu.mer. The general nature of dietary supplements makes it unlikely that disqualifying 
levels of’ nutrients are ever a factor, and we have no comments with respect to that issue. 

Area (3) requested information on the use of “may” in health claims. We have extensive 
expertise in consumer perceptions and opinions, based on many years of involvement in 
consumer sLlrveys. We have found, consistently and overwhelmingly, that consumers 
perceive ?nay” as an indication of uncertainty, nox (as the FDA apparently intended) as 
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a n  ind ica t ion  o f mu l r ip le  factors  in  a  h e a l th  c la im.  W e  st rongly  s u g g e s t a  s imp ly -worded  
a l ternat ive th a t exp la ins  th e  m u l tip le- factor  i ssue  in  p lace  o f u s e  o f ““m a y .” 

A rea  (4)  dea l s  wi th th e  u s e  o f s y n o n y m s  in  p lace  o f d e fin e d  te rms  in  n u tr ient c o n te n t 
c la ims.  W e  be l i eve  Eng l i sh  to  b e  a  r ich a n d  descr ip t ive l a n g u a g e , wh i ch  u n for tunate ly  
m a y  l e a d  to  m isunders tand ing  o r  m is interpretat ion.  In  a  h igh ly  c o m p e tit ive m a r k e t, 
m a n u f&u re rs  m a y  re ly  o n  c o n s u m e r s ’ lack o f sophis t ica t ion o r  k n o w l e d g e  to  m a k e  
impl ica t ions  a b o u t the i r  p r o d u c ts th a t a re  o the rw ise  u n s u p p o r ta b l e , O n e  e x a m p l e  is 
“n a tural .” Unsc rupu lous  m a n u facturers,  par t icu lar ly  o f b o tan ica l  p r o d u c ts, m a y  u s e  
“n a tura l” as  a n  imp l ied  e n d o r s e m e n t o f th e  safety o f the i r  p r o d u c t, w h e n  th e  scient i f ic 
d a ta  m a y  n o t b e  fu l ly  s u p p o r tive. W e  s u g g e s t th a t n u tr ient c o n te n t c la ims,  wh i ch  
desc r ibe  speci f ic  n u tr i t ional a s p e c ts o f fo o d s , shou ld  c o n tin u e  to  b e  desc r i bed  wi th 
d e fin e d  te rms  only .  

L a s tly, a r e a  (5)  r e q u e s ts in fo rmat ion  a b o u t abb rev ia ted  h e a l th  c la ims.  B a s e d  o n  ou r  
overa l l .  expe r i ence  in  c o n s u m e r  surveys,  par t icu lar ly  wit l l  d ie tary  s u p p l e m e n ts c o n s u m e r s  
d o  n o t te n d  to  p u r c h a s e  p r o d u c ts b a s e d  o n  w h a t th e y  s e e  o n  th e  front p a n e l  a l o n e . 
TypicaJly,  if a  c o n s u m e r  sees  a  c la im o f interest  o n  th e  front p a n e l , th e y  wi l l  e x a m i n e  th e  
e n tire l abe l  fo r  a d d i tio n a l  in format ion,  O u r  research  ind ica tes  tha r  abb rev ia ted  h e a l th  
c la ims a re  e n tirely appropr ia te  a n d  u s e fu l  to  c o n s u m e r s , p rov ided  th e y  i nc lude  R  
s ra tement  re fer r ing to  th e  locat ion  o f th e  a d d i tio n a l  in fo rmat ion  necessary  to  fu l ly  
u n d e r s ta n d  th e  c la im,  a n d  a s s u m i n g  th a t locat ion  is eas i ly  fo u n d  a n d  th e  e n tire c la im is 
eas i ly  leg ib le .  Th is  type o f l abe l i ng  h a s  a lso  l o n g  b e e n  u s e fu l  fo r  n u tr ient c o n te n t c la ims 
as  wel l .  

If y o u  h a v e  a n y  q u e s tio n s , p l ease  d o  n o t hes i ta te  to  c o n tact  us.  

S incere lv .  

Director,  l& u l a tory  A ffa i rs  
P h a r m a v i te  L L C  
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